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Predmluva

ISO (Mezinarodni organizace pro normalizaci)
je celo-

svétova federace narodnich normalizacnich
organu (¢lent ISO). Mezinarodni normy
obvykle vypraco-

vavaji technické komise ISO. Kazdy clen ISO,
ktery se zajima o predmét, pro ktery byla
vytvorena technicka komise, mé prévo byt

v této technické komisi zastou-

pen. Prace se zucastnuji také vladni i nevladni
mezi-narodni organizace, s nimiz ISO navazala
pracovni styk. ISO uzce spolupracuje

s Mezinarodni elektro-technickou komisi (IEC)
ve vSech zalezitostech nor-

malizace v elektrotechnice.

Foreword

ISO (the International Organization for
Standardization) is a worldwide federation of
national standards bodies (ISO member
bodies). The work of preparing International
Standards is normally carried out through ISO
technical committees. Each member body
interested in a subject for which a technical
committee has been established has the right
to be represented on that committee.
International organizations, governmental and
non-governmental, in liaison with ISO, also
take part in the work. ISO collaborates closely
with the International Electrotechnical
Commission (IEC) on all matters of
electrotechnical standardization.
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Postupy pouzité pri tvorbé tohoto dokumentu

a postupy urcené pro jeho dalsi udrzovani jsou
popsany ve smérnicich ISO/IEC, Cast 1.
Zejména se ma vénovat pozornost rozdilnym
schvalovacim kritériim potreb-

nym pro rizné druhy dokumenti ISO. Tento
dokument byl vypracovéan v souladu

s redak¢nimi pravidly uvedenymi ve smérnicich
ISO/IEC, Cast 2

(viz www.iso.org/directives).

Upozornuje se na moznost, Ze nékteré prvky
tohoto dokumentu mohou byt predmétem
patentovych prav. ISO nelze Cinit odpovédnou
za identifikaci jakéhokoliv nebo vSech
patentovych prav. Podrobnosti o jakych-

koliv patentovych pravech identifikovanych
béhem pripravy tohoto dokumentu budou
uvedeny v uvodu a/nebo v seznamu
patentovych prohlaseni obdrze-

nych ISO (viz www.iso.org/patents).

Jakykoliv obchodni nazev pouzity v tomto
dokumentu se uvadi jako informace pro
usnadnéni prace uzivateli a neznamena
schvaleni.

Vysveétleni nezavazného charakteru technickych
norem, vyznamu specifickych termint a vyrazu
ISO, které se vztahuji k posuzovani shody,
jakoz i informace o tom, jak ISO dodrzuje
principy Svétové obchodni organi-

zace (WTO) tykajici se technickych prekazek
obchodu (TBT), jsou uvedeny na tomto odkazu:
URL:

Www.iso.org/iso/foreword.

Tento dokument vypracovala technicka komise
ISO/TC 176 Management kvality a prokazovdni
kva-

lity, subkomise SC 2 Systémy kvality.

Toto treti vydani zrusuje a nahrazuje druhé
vydani (ISO 10005:2005), které bylo technicky
revidovano.

Hlavni zmény ve srovnani s predchozim
vydanim jsou nasledujici:

a) Je vyuZzivana terminologie z ISO 9000:2015,
ktera zahrnuje zmény klicovych definic, jako je:

1) definice ,planu kvality” (viz 3.2), ktera byla
upra-

vena a fraze ,postupt a souvisicich zdroja,
které se maji pouzit, kdy se maji pouzit a kdo je
ma pouzit” byla nahrazena textem ,opatreni,
odpo-

védnosti a souvisejici zdroje”;

The procedures used to develop this document
and those intended for its further maintenance
are described in the ISO/IEC Directives, Part 1.
In particular the different approval criteria
needed for the different types of ISO
documents should be noted. This document
was drafted in accordance with the editorial
rules of the ISO/IEC Directives, Part 2

(see www.iso.org/directives).

Attention is drawn to the possibility that some
of the elements of this document may be the
subject of patent rights. ISO shall not be held
responsible for identifying any or all such
patent rights. Details of any patent rights
identified during the development of the
document will be in the Introduction and/or on
the ISO list of patent declarations received
(see www.iso.org/patents).

Any trade name used in this document is
information given for the convenience of users
and does not constitute an endorsement.

For an explanation on the voluntary nature of
standards, the meaning of ISO specific terms
and expressions related to conformity
assessment, as well as information about ISO,s
adherence to the World Trade Organization
(WTO) principles in the Technical Barriers to
Trade (TBT) see the following URL:
www.iso.org/iso/foreword.html.

This document was prepared by Technical
Committee ISO/TC 176, Quality management
and quality assurance, Subcommittee SC 2,
Quality systems.

This third edition cancels and replaces the
second edition (ISO 10005:2005), which has
been technically revised.

The main changes compared with the previous
edition are as follows.

a) It applies the terminology from ISO
9000:2015, which includes changes to key
definitions, such as:

1) for the definition of “quality plan” (see 3.2),
which has been modified to replace the phrase
“procedures and associated resources to be
applied when and by whom” by “actions,
responsibilities and associated resources”;
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https://www.iso.org/iso-standards-and-patents.html
http://www.iso.org/patents
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2) definice ,specifického pripadu” (viz 3.3),
ktera byla upravena tak, aby se odkazovala na
»Sluzbu”, protoze ISO 9001:2015 nyni odkazuje
na ,pro-

dukty a sluzby”, nikoli pouze na , produkty”;

3) nahrazeni terminu , dokumentace”

a ,zaznam” terminem , dokumentované
informace”, ktery je obecné pouzivan v ISO
norméch systémua mana-

gementu, aby zahrnoval ,postupy”

i ,zdznamy"”, které nemusi byt mozné

v digitalnim prostredi vzajemné odlisit
(dokumentované informace potrebné pro
podporu fungovani procesu jsou ,udrzovany”,
CO0Z znamena, ze jsou vytvareny a podle
potreby aktualizovany; dokumentované
informace poskytujici dukazy o shodé s poza-
davky jsou ,uchovavany”, coz znamena, ze jsou
chranény pred nezamyslenymi zménami).

2) for the definition of “specific case” (see 3.3),
which has been modified to make reference to
“service”, as ISO 9001:2015 now refers to
“products and services” and no longer just to
“products”;

3) the replacement of the terms
“documentation” and “record” by the term
“documented information”, which is generally
used in ISO management system standards to
include both “procedures” and “records” which
are not necessarily distinct from each other in
a digital environment (documented information
needed to support process operation is
“maintained”, which means that it is
established and updated as required;
documented information that provides
evidence of conformity with requirements is
“retained” which means that it is protected
from unintended alterations).

Tabulka 1 - Hlavni zmény termint v tomto dokumentu oproti predchozimu vydani

ISO 10005:2005

Produkty

Dokumentace

Prirucka kvality
Dokumentované postupy
Zaznamy

Nakupovany produkt
Dodavatel

Monitorovaci a mérici zarizeni

Tento dokument
Produkty a sluzby
Dokumentované informace

Externé poskytované procesy, produkty a sluzby
Externi poskytovatel
Zdroje pro monitorovani a méreni

Table 1 - Major changes to terms in this document since its previous edition

ISO 10005:2005
Products
Documentation

Quality manual
Documented procedures
Records

Purchased product

Supplier
Monitoring and measuring equipment

b) Je zajiStén soulad s ISO 9001:2015, coz
vede k

1) vyrazné revizi poradi kapitol/¢lankd, jejich
nad-

pist a pridani nového materialu, napriklad
zara-

zeni , 5.2 Kontext planu kvality” nebo rozsireni
7.2 tak, aby se odkazoval i na monitorovani
planu kvality;

2) zahrnuti ,zvazovani rizik”.

This document
Products and services
Documented information

Externally provided processes, products and
services

External provider

Monitoring and measuring resources

b) It is aligned to ISO 9001:2015, leading to:

1) a significant revision in the
clause/subclause sequence, titles and the
addition of new material, e.g. the inclusion of
“5.2 Context of a quality plan”, or the
extension of 7.2 to also reference the
monitoring of a quality plan;

2) the incorporation of “risk-based thinking”.



¢) Byla pridana nova kapitola (kapitola 4)
o vyuzivani planu kvality.

Uvod
0.1 Obecne

Tento dokument byl vytvoren tak, aby resil
potrebu navodu k plantim kvality, a to bud’

v kontextu vytvo-

reného systému managementu kvality, nebo
jako neza-

visla ¢innost managementu. V kazdém pripadé
plany kvality poskytuji prostredky k propojeni
specifickych pozadavki procesu, produktu,
sluzby, projektu nebo smlouvy s pracovnimi
metodami a postupy. Plany kvality jsou
nejefektivnéjsi, pokud jsou kompatibilni

s dalSimi souvisejicimi plany. Navod v tomto
doku-

mentu muze byt také vyuzit tam, kde jsou
plany kvality integrovany s dalSimi plany
managementu nebo systémy managementu
kvality.

Prinosy vytvareni planu kvality zahrnuji
zvy$enou duve-

ryhodnost toho, ze pozadavky budou splnény,
vetsi zajiSténi, Ze jsou procesy rizeny a moznou
motivaci zapojenych lidi. Muze také poskytnout
nahled na pri-

lezitosti k inovacim a zlepSovani.

Névod k planum kvality uvedeny v tomto
dokumentu je zalozen na zasadach
managementu kvality popsa-

nych v ISO 9000 a konceptech pouzitych

v ISO 9001 k vytvareni systému managementu
kvality. Kapitola 6, ktera popisuje typicky
obsah planu kvality, obsahuje navod

k aplikovani relevantnich pozadavka ISO 9001.
Néavod je omezen na plany kvality

a nenahrazuje navod ke konceptim
managementu kvality uvedeny v ISO 9000
nebo navod k aplikovéani pozadavku ISO 9001
v organizaci uvedeny v ISO/TS 9002.

c) A new clause (Clause 4) on using a quality
plan.

Introduction
0.1 General

This document was prepared to address the
need for guidance on quality plans, either in
the context of an established quality
management system or as an independent
management activity. In either case, quality
plans provide a means of relating specific
requirements of the process, product, service,
project or contract to work methods and
practices. Quality plans are most effective
when they are compatible with other
associated plans. The guidance in this
document can also be used where quality plans
are integrated with other management plans
or quality management systems.

Benefits of establishing a quality plan include
increased confidence that requirements will be
met, greater assurance that processes are in
control and the motivation it can give to those
involved. It might also give insight into
opportunities for innovation and improvement.

The guidance on quality plans in this document
is based on the quality management principles
described in ISO 9000 and the concepts used
in ISO 9001 for the establishment of quality
management systems. Clause 6, which
describes the typical contents of a quality plan,
includes guidance to applying relevant ISO
9001 requirements. The guidance is limited to
quality plans and does not replace guidance
given in ISO 9000 on quality management
concepts or ISO/TS 9002 on the application of
ISO 9001 requirements within an organization.



Tento dokument nenahrazuje navod uvedeny
v odvét-

vove specifickych dokumentovanych
informacich. Pokud jsou plany kvality
pozadovany v projektovych zados-

tech, je navod uvedeny v tomto dokumentu
zamyslen jako doplnék navodu uvedeného

v ISO 10006. Nékteré terminy pouzité v tomto
dokumentu byly oproti pred-

chozimu vydani zménény tak, aby byl zlepsen
soulad s ISO 9001:2015 a dalSimi normami
systéml mana-

gementu. Neni potreba, aby terminy pouzivané
orga-

nizaci byly nahrazovany terminy pouzitymi

v tomto dokumentu, a to ani pri specifikovani
pozadavku planu kvality, ani pri vytvareni
planu kvality.

V tomto dokumentu jsou pouzita nasledujici
slovesa:

- ,ma" predstavuje doporuceni;

- ,smi” predstavuje povoleni;

- ,muze" predstavuje moznost nebo
schopnost.

Informace oznacené jako ,POZNAMKA* slouzi
jako navod k pochopeni nebo vyjasnéni
souvisejiciho textu.

POZNAMKA Névod k tématiim v tomto ivodu
viz

https://committee.iso.org/home/tc176sc2.
0.2 Pouzivani tohoto

dokumentu

Tento uvod vysvétluje nékteré zakladni
koncepty a zmény termin pouzitych

v predchozim vydéni tohoto dokumentu.
Kapitoly 1 az 3 obsahuji zdkladni informace
(predmét, normativni odkazy a terminy

a definice).

Kapitola 4 shrnuje moznosti vyuziti plant
kvality.

Kapitola 5 popisuje proces vytvareni planu
kvality.

Kapitola 6 popisuje typicky obsah planu
kvality.

Kapitola 7 popisuje fungovani a rizeni planu
kvality.

Priloha A obsahuje priklady jednoduchych planu
kvality.

Priloha B obsahuje schématické zndzornéni
proces-

niho pristupu aplikovaného na plan kvality.
Priloha C obsahuje matici vazeb mezi kapitolami
tohoto dokumentu a ISO 9001:2015.

This document does not replace the guidance
given

in industry-specific documented information.
Where quality plans are required for project
applications, the guidance provided in this
document is intended

to be complementary to the guidance provided
in

ISO 10006. Some terms used in this document
have been changed with respect to its previous
edition to improve alignment with ISO
9001:2015 and other management system
standards. There is no need for the terms used
by an organization, whether in specifying quality
plan requirements or developing a quality plan,
to be replaced by the terms used in this
document.

In this document, the following verbal forms
are used:

- “should” indicates a recommendation;

- “may” indicates a permission;

- “can” indicates a possibility or a capability.

Information marked as “NOTE” is for guidance
in understanding or clarifying the associated
text.

NOTE See
https://committee.iso.org/home/tc176sc2 for

guidance on the topics in this Introduction.

0.2 Using this document

This Introduction explains some underlying
concepts and changes to terms used in the
previous edition of this document.

Clauses 1 to 3 provide basic information
(Scope, Normative references, and Terms and
definitions).

Clause 4 summarizes how quality plans can be
used.

Clause 5 describes the process of developing
a quality plan.

Clause 6 describes the typical contents of

a quality plan.

Clause 7 describes the operation and control of
a quality plan.

Annex A provides examples of simple quality
plans.

Annex B provides a schematic representation
of a process approach applied to a quality plan

Annex C provides a correlation matrix between
the clauses of this document and those of ISO
9001:2015
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Priloha D obsahuje matici vazeb mezi kapitolami
tohoto dokumentu a zdsadami managementu
kvality uvede-

nymi v ISO 9000:2015.

Bibliografie obsahuje seznam norem a dalSich
rele-

vantnich informaci.

0.3 Procesni pristup

Procesni pristup predstavuje systematicky
manage-

ment procesu a jejich interakci k dosazeni
zamysSle-

nych vysledku. Pouziti procesniho pristupu na
plany kvality pomuze organizaci ridit vstupy,
¢innosti a vystupy kazdého procesu v uceleném
systému vzajemné pro-

vazanych procest.

Procesy zminované v planu kvality mohou byt
v inter-

akci:

- vzajemné (interakce mezi procesy planu
kvality);

- s dalSimi procesy fungujicimi v systému
manage-

mentu organizace;

- s procesy fungujicimi v jinych organizacich
(napriklad u zakaznik( nebo externich
poskytovatelt).

Pri zvazovani, jak ridit své procesy a jejich
interakce, muze organizace tyto zalezitosti
resit prostrednictvim planu kvality, a to bez
ohledu na to, zda md, nebo nema systém
managementu kvality.

Priloha B obsahuje schématické znazornéni
procesniho pristupu aplikovaného na plany
kvality.

0.4 Zvazovani rizik

Zvazovani rizik predstavuje vyuziti
systematického pristupu k uvazovani o rizicich
(u¢inku nejistoty) tak, aby bylo mozné rizika
radné pochopit a ridit.

Vyuziti zvaZovani rizik pri vytvéreni a vyuZivani
planu kvality umoznuje organizaci stanovit
vyznam jednotli-

vych zalezitosti a prijmout vhodna opatreni

k rizeni jak rizik, tak prileZitosti.

Zdakaznik pozadujici, aby poskytovatel pripravil
plan kvality, mlze vyuZzit zvazovani rizik ke
stanoveni mini-

malnich pozadavki na typ a rozsah
monitorovacich ¢innosti.

Annex D provides a correlation matrix between
the clauses of this document and the quality
management principles from ISO 9000:2015.

The Bibliography includes a list of standards
and other relevant information.

0.3 Process approach

The process approach means the systematic
management of processes and their
interactions to achieve intended results.
Applying the process approach to quality plans
assists organizations to manage the inputs,
activities and outputs of each process within
a coherent system of interrelated processes.

Processes referenced in a quality plan can
interact with:

- each other (interactions among quality plan
processes);

- other processes operated within the
organization,s management system;

- processes operated within other
organizations (such as customers and external
providers).

When considering how to manage its processes
and their interactions, the organization can
address these through a quality plan whether
or not it has a quality management system.

Annex B provides a schematic representation
of a process approach applied to quality plans.

0.4 Risk-based thinking

Risk-based thinking means applying

a systematic approach to considering risk (the
effect of uncertainty) so that risks can be
understood and managed appropriately.

The application of risk-based thinking to the
development and use of a quality plan enables
an organization to determine the importance of
particular issues and take appropriate actions
to manage both risks and opportunities.

A customer requesting that a provider prepares
a quality plan can apply risk-based thinking to
determine the minimum requirements for the
type and extent of the monitoring activities.



Pri vytvareni planu kvality miZe organizace
vyuZzit zva-

Zovani rizik pri rozhodovani o pouzitych
procesech, zdrojich a metodach rizeni.
Zejména v pripadé, Ze organizace pouziva pro
rizné plany kvality standardni model nebo
Sablonu, muze zvazovani rizik pomoct
zapojenym lidem upravit kazdy plan kvality
tak, aby se hodil pro zamysleny ucel.

1 Predmet normy

Tento dokument poskytuje smérnice pro
vytvareni, prezkoumavani, schvalovani,
pouzivani a revidovani planu kvality.

Tento dokument je pouzitelny pro plany kvality
tykajici se jakéhokoli zamysleného vystupu, at
se jedna o proces, produkt, sluzbu, projekt
nebo smlouvu. Je pouZitelny v organizaci
jakéhokoli typu a velikosti.

Je pouzitelny, at jiz organizace ma nebo nema
systém managementu kvality ve shodé

s ISO 9001.

Tento dokument obsahuje néavod a nestanovuje
poza-

davky.

Primarné se zaméruje na poskytovani vystupt
a neni pokynem pro planovani tvorby systému
managementu kvality.

POZNAMKA Aby nedochézelo ke zbyte¢nému
opakovani terminu , proces, produkt, sluzba,
projekt nebo smlouva“, pouziva tento
dokument termin ,specificky pripad”.

When developing a quality plan, the
organization can apply risk-based thinking in
deciding the processes, resources and control
methods to be used. Particularly where an
organization uses a standard model or
template for different quality plans, risk-based
thinking can assist those involved to make
each quality plan fit for its intended purpose.

1 Scope

This document gives guidelines for
establishing, reviewing, accepting, applying
and revising quality plans.

This document is applicable to quality plans for
any intended output, whether a process,
product, service, project or contract, and any
type or size of organization.

It is applicable whether or not the organization
has a management system in conformity with
ISO 9001.

This document provides guidance and does not
specify requirements.

It is focused primarily on the provision of
outputs and is not a guide to the planning of
quality management system development.
NOTE To avoid undue repetition of “process,
product, service, project or contract”, this
document uses the term “specific case”.

Konec nahledu - text dale pokracuje v placené verzi CSN.



